
cj 39 /a 
FoodmdDrw MmlnlslraUom 
Mswaleansohtrkt 

March 26,2003 

WARNlNG LETTER NO. 2003-NOL-14 

FEDERALEXPRESS 
OVERNIGHT DELIVERY 

Mm Phonelcw P. Viivong, President 
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Dear Mrs. viravongz . 

Ou February 5 - II, 2003, WC kpected your importer/storage kilily for pas&u&d crabmeat, 
Iocated qt 10380 hots Road, Grand Bay, Ahbanut. We fbuud that you have serious deviations 
tim the Seafood Hazard Analysis and Cxitical Control Poiuts (HACCP) regulatious, Title 21, 
Code of F&ml Regulatic~~~, Part 123 (21 CPR 123). The deviations cause your imported 
pastcurizcd crabmeat to violate Section 402(a)(4) of the Federal Food, Drug, and Cosmetic Act 
(the Act). You may find the Act and the !k&od HACCP regulations through links in FDA’s 
Intcmet home page at ~J/www.fda.goy. 

The observatious of concern to us are as follows: 

vcrificationprocedrncsslddidnot~epffum~~ldapstoauwathattbepasteuriud 
crabmeat was processed in accordance with wafbod HACCP regulations. This is evidenced 
by the following: 

- You substituted the pmxss and HACCP plan deveIoped fix pasteurized crabmeat iu 
metal cans as the basis forposteurizad crabmeat in plastic containers; and, 

- You presented inadequate documentation (studies, etc.) to support the pasteurization 
proctss. The study does not identify the number of product containers in each batch 
test& the container specifi~ti~ or the product formulation. 

Under 21 CFR 123.12(a)(2)@)(D), if you take affirmative steps by maintaining the f&ign 
HACCP plan on file, you also must maintain on fib a written guarantee f&m each foreign 
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. 

21 CPR 123. You have m writ&u 

0 Yau’must~~aHACBplanthrdlists~eaiticPlIjmi~tbatmuabamettoco~~plywi~21 
CFR 123.6(c)(3). A aitical limit is &fined in 21 CFR 1233(c) as %e maximum cr 
minimum value to wbii 8 physic& biologica& or &a&al parameter must be controlled at 
a critical control point to prevcn4 eliminate, or reduce to an acc@able kvcl the occurrence 
of the identified food safety hazard.- Howeva, the procca&a HACCP p&n for pasteurized 
crabmcatinmetoloootainendoesnd~rcriticaf~ofdrelangOIoftbepaste~ti~ 
cycle and the minimum water bath temperature at the pasteurization critical control point tu 
COIlb’O~ thl3 hpzsrd Ofpirthogen @owth md SIUViVd. 
aai-ticallilnitof~ 

&O, thC ~OCXS6Of6 Hii- @iUl &tS 

whcrea9 yourpastdzation study fir this product states 

0 You niust maintain ssnitatiou ccntrol records that, at a minimum, dccument monitoring and 
rxurecticus to ccmply with 21 CPR 123.1 I(c). However, your firm does not maintain 
sanitation contml records fbr the Mowing: safw of wgta that come8 into eontact with 
~ot~wntactruptces;rafctyofwnt#~to~u~cice;coaditianmd 
cleanliness of food ccntact b, prevention of crcss-contaminatioxq maintenance of 
hand-wasking,. hand-sanitizing, and toilet fircititieq protection of food, fbod packaging 
mat&J and fbod contact surf&es &om adulteration with contaminants; proper labeling 
storage, and use of toxic compounde; control of unployee health conditions tbt could result 
in microbiological contamination; and, exclusi~ of pests tirn the facility. 

This letter may net list al1 the deviations at Fur facility. You are mspcnsiib Gx a&ring that 
yo!lr processing plant operates in compbce with the Ad, the seafbcd HACCP regulations# and 
the Oood Manufmg Racticc regulations, 21 CFR 110. You also are nwponsiile fix using 
pmcuhues to prevent further violations of the Act and all applicable regulations. 

we may take fiuther action if you do not promptly cenect these violations. For instoncc, we 
may take finthcr wlion to seize your products and/or enjoin your firm from operating In 
addition, the FDA may detain your imported seafood products without examination. 

We are aware that youmade a vabal commitment to correct the deviations during the inqection. 
Please respond in writing within 15 wc&ing days from your receipt of this letter. Your response 
sheuld outline the specific thinga tbat you are doiig to corrti these deviations. You should 
includeinyourrespensed ocumentstion such as ccpies of your revised HACCP plan and written 
verification prccedures cr other useful i&ormation that would assist us in evaluating your 
corrections.‘ If you cannot complete all corrections before you respond, we expect that you will 
explain tbe reason for your &lay aud state when you wit1 correct any remaining deviations. 
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Please send your reply to the U.S. Food and Drug Administration, Attention: Cynthia R 
cfocker, compliance oili-, at loo west capiil street, Jack!4m# MS 39269. If you have 
quesths regarding my issue in this Icttcc, pkaw conbct Ms. Cracker at (601) 965-4581. 

F. lhvight Herd 
ActingDistkt Diredor 
NewOrleansDishict 

Enclosure: Fom FDA 483 


